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and Drug Administration, 7520 Stand-
ish Pl., Rockville, MD 20855–2737; 

(iii) For devices—Division of Pro-
gram Operations (HFZ–305), Center for 
Devices and Radiological Health, Food 
and Drug Administration, 2094 Gaither 
Rd., Rockville, MD 20850. 

(e) Recordkeeping requirements for 
products subject to section 802(g) of the 
act. (1) Any person exporting a product 
under any provision of section 802 of 
the act shall maintain records of all 
drugs, biological products, and devices 
exported and the countries to which 
the products were exported. In addition 
to the requirements in paragraph (b) of 
this section, such records include, but 
are not limited to, the following: 

(i) The product’s trade name; 
(ii) If the product is a drug or biologi-

cal product, the product’s abbreviated 
or proper name or, if the product is a 
device, the type of device; 

(iii) If the product is a drug or bio-
logical product, a description of its 
strength and dosage form and the prod-
uct’s lot or control number or, if the 
product is a device, the product’s 
model number; 

(iv) The consignee’s name and ad-
dress; and 

(v) The date on which the product 
was exported and the quantity of prod-
uct exported. 

(2) These records shall be kept at the 
site from which the products were ex-
ported or manufactured, and be main-
tained for the same period of time as 
required for records subject to good 
manufacturing practice or quality sys-
tems regulations applicable to the 
product. The records shall be made 
available to FDA, upon request, during 
an inspection for review and copying 
by FDA. 

[66 FR 65447, Dec. 19, 2001] 

Subparts F–G [Reserved] 

Subpart H—Registration of Food 
Facilities 

SOURCE: 68 FR 58960, Oct. 10, 2003, unless 
otherwise noted. 

GENERAL PROVISIONS 

§ 1.225 Who must register under this 
subpart? 

(a) You must register your facility 
under this subpart if you are the 
owner, operator, or agent in charge of 
either a domestic or foreign facility, as 
defined in this subpart, and your facil-
ity is engaged in the manufacturing/ 
processing, packing, or holding of food 
for consumption in the United States, 
unless your facility qualifies for one of 
the exemptions in § 1.226. 

(b) If you are an owner, operator, or 
agent in charge of a domestic facility, 
you must register your facility wheth-
er or not the food from the facility en-
ters interstate commerce. 

(c) If you are the owner, operator, or 
agent in charge of a facility, you may 
authorize an individual to register 
your facility on your behalf. 

§ 1.226 Who does not have to register 
under this subpart? 

This subpart does not apply to the 
following facilities: 

(a) A foreign facility, if food from 
such facility undergoes further manu-
facturing/processing (including pack-
aging) by another facility outside the 
United States. A facility is not exempt 
under this provision if the further man-
ufacturing/processing (including pack-
aging) conducted by the subsequent fa-
cility consists of adding labeling or any 
similar activity of a de minimis nature; 

(b) Farms; 
(c) Retail food establishments; 
(d) Restaurants; 
(e) Nonprofit food establishments in 

which food is prepared for, or served di-
rectly to, the consumer; 

(f) Fishing vessels, including those 
that not only harvest and transport 
fish but also engage in practices such 
as heading, eviscerating, or freezing in-
tended solely to prepare fish for hold-
ing on board a harvest vessel. However, 
those fishing vessels otherwise engaged 
in processing fish are subject to this 
subpart. For the purposes of this sec-
tion, ‘‘processing’’ means handling, 
storing, preparing, shucking, changing 
into different market forms, manufac-
turing, preserving, packing, labeling, 
dockside unloading, holding, or head-
ing, eviscerating, or freezing other 
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